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OGuiecrBo ¢ orpannyennoii OTBETCTBEHHOCTHI0

Hayuno - npouseoxcreennas ¢pupma

“UcerenoBaresbekuii ueHrp”

(OO0 HII® «MceaenosaTenpekmii UEeHTD»),

K ] Poccus, 630559, Hogocnbupckasn obnacrn, Hosocnoupexknii paiion

p-n. KonibnoBo, nayuno-nponssoncrsennas 30Ha,

IlouToBblii axpec: 630559, Hosocu6upckan 00J1aCTh,

Tenedon / daxc: (383) 336-71-32, 336-52-65, 325
(383) 336-52-72 — Oyxraarepus,

Kopnyc 200, odpuc 426

p-i.. Kosienoso, a/s 247

-30-73 — oTaen npoaas,
(383) 325-30-07 - UJI

s

ITacmopr kawecTBa Ha JeKkapcTBeHHDBII npenapar
AT BETEPUHAPHOT0 NpHMeHeHHst Berom 1.2
Ne 816/1 ot 20 cenTatps 2022 r.

ToproBoe HaumenoBanue: Betom 1.2.
MHH: Betom 1.2.

Homep PY: 35-1-10.18-4247TNeI1BP-1-10.18/03449.
Beinyck mo TY: 21.20.10-062-23609643.

. JlekapcTBennan dQopma:

NOpPOLIOK UId N

JIAMUHHPOBaHHOH Oymaru, Macca HeTTo 50 T,

6. HanmenoBanue npoussoaurens:

7. Homep cepun: 130922,
8. O6bem cepun, npeabsiesieMoii Ha nenbiTanus: 1500 wr.
9. Mecto orGopa: L[[ID.
10. MaTa orGopa: 15.09.2022.
11. Mata noctynaenns 8 MJIBTK: 15.09.2022.
12. laTa navana uenvrrauuii: 15.09.2022.
13. JlaTa 0KOHYAHHUSI HCOBLITAHMIL: 20.09.2022.

14. Konuvectso noctynusunx oGpasuoB: 20 nakeTog.

15. Kem oroGpana npo6a: JabopanT-MukpoGuonor O.B. Tutopa,
16. Pe3ynbTaThl HCIBITAHMIL:

00O HII® «Hcenenoratensckmii LEHTPY.

pHEMa BHYTPL U PEKTAILHOIO NPHUMEHEHUS B NakeTe W3

No HaumeHoBaHue nokaszarens Hopma o HT]], Pesynbrat scnsiTanmii
/i
1% BHEMIHUI B, LBET, 3anax [Topomok 6esoro npeta Ges 3amaxa CooTBeTCTBYET
2 Bpewms pecycnennuporanus, Mum. 10, nomyckaercs HanMuue ocauka CoorteercTBYET
3 pH (7,0+0,5) 6,6
4 IToreps B Macce npu
BBICYILIMBAaHKHU, Y, He Oonee 6,0 CootercTByeT
5 AHTaroHHCTHYECKAA AKTHBHOCT
K TECT-KYJbTYpaM (30Ha
YTHETEHHS pOCTa, MM, He MeHee)
Shigella sonnei - 32; 5,0 6
Salmonella typhimurium - 2606; | 5,0 6
Staphylococcus aureus - 209: 8,0 8
Candida albicans - 620 6,0 10
6. KonnuecTBo sKHBLIX MHKpPOGHBIX
KIeTox, Bacillus subtilis,
Bacillus amyloliquefaciens, 1x10° 2,6x108
KOE/r, He meHee
7i [MomnmuuHOCTS Berom 1.2 nomxen conepsxars Gakrepun CootBetcTByeT
Bacillus subtilis, Bacillus
amyloliquefaciens
8. Mukpo6uonoruueckas uncrora,
Halu4ue:
Enterobacteriaceae; He nonyckaeres CootBercTBYET
Pseudomonas aeruginosa; He nonmyckaercs CootBercTByeT
Staphylococcus aureus; He nomyckaercs CoorBeTcTBYET
MOCTOPOHHUX
MHKPOOPraHH3MOB, B T.4. H
rpuboB, He QoJiee Thic/T 300,0 CootBeTcTBYET

DUO mi, BBINOIHUBLUINX HCIIBITAHUA
3aB. MJIBTK
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O6uecTBO ¢ OrpanHYCHHOIT OTBETCTBEHHOCTHIO

Hayuno — nponsBoacreennasn pupma
Poccus, 630559, Hosocubupckas o6nacrs,

“HccaeqoBaTe beknii uentp”
Hosocubupcexuii paiion

& ] (OO0 HII® «MccaenoBareabekuii LHEHTP»),
p.n. Konbnoso, HayuHo-npon3BoacTBeHHASI 30Ha, kopnyc 200, opuc 426
Iouroserii agpec: 630559, HosocnOupexas o6aacts, p.n. Konsuoso, a/s 247

Teaedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — 0TAeJ1 HpoaaK,
(383) 336-52-72 — Gyxraarepusi, (383) 325-30-07 - U1

IIpoToxou uenbrrannii Ha JIEKAPCTBEHHBIH NMpenapar

AJIst BETEPHHAPHOI O IpUMeHeHus Berom 1.2

Ne 816 ot 20 cenrsbps 2022 r.

1. Toprosoe HaumenoBanue; Betom 1.2,

2. MHH: Betom 1.2.

3. Homep PY: 35-1-10.18-4247NeIIBP-1-10.18/03449.
4. Bemmyck-mo TY: 21.20.10-062-23609643.
5

. Jlekapcreennasi dopma:  mopomox s NpHEMa BHYTPb H DPEKTAJbHOTO MPHMEHEHHA B MAKETe M3

JTaMUHUPOBaHHOM Oymary, Macca HeTTO 50 T.

6. Haumenosanue nponssoantens: OO0 HIID «Ucerenopatensekuii LEHTPY.

7. Homep cepun: 130922,

8. O0nem cepun, npenwsiBisiemoii Ha nenbrTannsi: 1500 mwr.
9. Mecro oTGopa: LITID.

10. TaTa oTdopa: 15.09.2022.

11. JaTa noctyniienns 8 MWJIBTK: 15.09.2022. .

12, MaTa nauasna uensiranmii: 15.09.2022.

13. Jlata okoHYaHus uenbiTanuii: 20.09.2022.

14. KosimueeTso noerynusnx o6pasuos: 20 nakeTos.

15. Kem oToGpana npoba: naGopaut-mukpoGuonor O.B. Turosa.

16. Ccpuika Ha uenosb3oBannoe 060pyroBanue:

HaumeHoBaHHe Tun 3aBoackoii Homep | Cselenus o mosepke
(arTecTaumm)
Tepmocrar cyxoBo3ayLHbIii 3neKTpHYeCKHil TC-1/80 CITY 10009 J1024.05.2023 r.
TepmocTar cyX0BO3/YLIHBIH 3/1EKTPHYECK il TC-1/80 CITY 27559 Ho 24.05.2023 r.
TepmocTaT CyX0BO3AYIIHEL SMEKTPHYECKHiT TCO-1/80 CITY 3661 Ho 24.05.2023 r.
Beckl a1eKTpOHHEIE BBICOKOT0 Kiacca Ohaus 7125151708 Jo 05.10.2022 .
Instruments
AHaM3aTOp MOPTATHBHBIH AHHMOH 7000 359 Jo 04.10.2022 .
Hozatop nuneTouHsit OanokaHanbHBI 10090560 Jo 19.10.2022 .
100 - 1000 mkn
Jo3arop nuneTouHkIii OnHoKaHAIBHBIH 09089662 o 19.10.2022 r,
20 - 200 MKn




17. Pe3y/ibTaThl HCNbLITAHMIL:

Crpannua 2 u3 2

No HaumeHOBaHHE NOKa3aTEeNs Hopma mo HTJT PesyneTar HCHBIT&HHF
n/n
1. BuelnHui BUI, 1IBET, 3anax TTopoiok fenoro 1UBeTa 0e3 3amaxa CoOTBETCTBYET
2 Bpemsa pecycrneHanpoBaHus, MHH. 10, momycKaeTcsa HaTHYHe 0ca/IKa CoOTBETCTBYET
% pH (7,0+0,5) 6,6
4. MMoTepsa B Macce Npx
ricylnMBanum, %, He donee 6,0 COOTBETCTBYET
5. AHTaroHMCTHYECKAsA aKTUBHOCTh
K TeCT-KyJIbTypaM (30Ha
YCHETEHUs POCTa, MM, HE MeHee)
Shigella sonnei - 32; 5,0 6
Salmonella typhimurium - 2606; | 5,0 6
Staphylococcus aureus - 209; 8.0 8
Candida albicans - 620 6,0 10
6. KonMuecTBO AHMBBIX MHKPOOHBIX
knetok, Bacillus subtilis,
Bacillus amyloliquefaciens, 1x10° 2.6x10°
KOE/r, e menee
7. [TonnHHHOCTh Berom 1.2 nomkeH conepxarh 6aktepud | COOTBETCTBYET
Bacillus subtilis, Bacillus
amyloliquefaciens
8. MugkpobuooruiecKas YHCToTa,
HaJH4He:
Enterobacteriaceae; He momyckaercs CoOTBETCTBYET
Pseudomonas aeruginosa; He poryckaeTcs COOTBETCTBYET
Staphylococcus aureus; He nomyckaercs CoOTBETCTBYET
NOCTOPOHHHX
MHKPOOPTaHH3MOE, B T.4. 1
rpudoB, He foJiee Thic/T 300,0 COOTBETCTBYET

OUO aulL, BLIMOJIHUBLIMX HCITBITAHHA:

3as. MWJIBTK

OUO nuL, NPOBEPUBLINX MPOBEICHHE HCTILITaHUH:

JupexTtop

3akmoyeHue YIIOITHOMOUYEHHOTO JIMa:

JlexapcTBeHHBIN TIperapar [Uls BETEPHHAPHOTO MPHUMEHCHMA Berom TZ;
YIIaKOBKe MaKeT M3 JAMHHHPOBAHHOH Gymaru, Macca HeTto 50 T, B KONHMYECTBE 1500 mnepBUMHBEIX YMAKOBOK,
MpOM3BEEeH H IPOBEPEH B COOTBETCTBHUH € NHIEH3HelH Ha
tpebosanmsiMu  GMP,

perucTpalmoHHOTO HO0ChE,

TpeGOBAHMAMH, YCTAHOBIEHHBIMH HOPMATHBHBIMHU 2
0ChE Ha BHIMYCK YKA3aHHOM CEPHH M MOTYT OBITh JIETK

CooTBeTCTBHE KaueCTBa YCTAaHOBJICHHLIM TpeﬁOBaHl/IﬂM MOJATBEPKAAMO.

Brinyck B rpakAaHCKuit 000pOT paspelato.

VNOoIHOMOYEHHOE JIHLIO
000 HII® «HccnenopatenbCKuii LEHTP

Tara 20.09.2022

0/

A A

pus 130922, B NOTPeGHTENBCKOM

MPOM3BO/CTBO JIEKAPCTBEHHBIX CPE/ICTB, TpeboBaHHAMH
tpeboparuiM TV 21.20.10-062-23609643, HHBIMH
kTaMH P®, COOTBETCTBYIOIME 3aMMCH ABJMIOTCA HACThIO
0 MACHTH(MIMPOBAHBI B CITyJae HEOOXOLMMOCTH.
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A.A. Jlenak
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